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Examiner: Russel, Jeffrey 
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For: 



LIPOSOMAL FORMULATION OF 
IRINOTECAN 



INFORMATION DISCLOSURE STATEMENT 



Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Pursuant to 37 CFR 1.97 and 1.98, the references listed on the enclosed Form PTO-1449 
and/or Substitute Form PTO-1449 ("Form 1449") are submitted for consideration by the 
Examiner in the examination of the above-identified patent application. 
The full consideration of the references in their entirety by the Examiner is respectfully 
requested and encouraged. Also, it is respectfully requested that the references be entered 
into the record of the present application and that the Examiner place his or her initials in the 
appropriate area on the enclosed Form 1449, thereby indicating the Examiner's consideration 
of each of the references. 

The submission of the references listed on the Form 1449 is for the purpose of providing a 
complete record and is not a concession that the references listed thereon are prior art to the 
invention claimed in the patent application. The right is expressly reserved to establish an 
invention date earlier than the above-identified filing date in order to remove any reference 
submitted herewith as prior art should it be deemed appropriate to do so. . 
Further, the submission of the references is not to be taken as a concession that any reference 
represents art that is relevant or analogous to the claimed invention. Accordingly, the right to 
argue that any reference is not properly within the scope of prior art relevant to an 
examination of the claims in the above-identified application is also expressly reserved. 

The Information Disclosure Statement is being filed: 

I I within any one of the following time periods: (a) within three months of the filing 
date of a national application other than a continued prosecution application under 
37 CFR 1.53(d); (b) within three months of the date of entry of the national stage as 
set forth in 37 CFR 1.491 of an international application; (c) before the mailing date 
of a first Office Action on the merits; or (d) before the mailing of a first Office Action 
after the filing of a request for continued examination under 37 CFR 1.114. 
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13 after (a), (b), (c) or (d) above, but before the mailing date of a final action under 
37 CFR 1 . 1 1 3, a Notice of Allowance under 37 CFR 1 .3 1 1 , or an action that 
otherwise closes prosecution in the application, and includes one of: 

□ the Statement under 37 CFR 1 .97(e) (see "Statement under 37 CFR 1 .97(e)" 
below). 

or 

El the fee of $180 set forth in 37 CFR 1.1 7(p) (see "Fees" below). 

□ after the mailing date of a final action under 37 CFR 1 . 1 1 3 or a Notice of Allowance 
under 37 CFR 1 .3 1 1 , or an action that otherwise closes prosecution in the application, 
and on or before payment of the issue fee, and includes the Statement under 
37 CFR 1.97(e) (see "Statement under 37 CFR 1.97(e)" below), and the fee of $180 as 
set forth in 37 CFR 1.1 7(p) (see "Fees" below). 

|~1 after the mailing date of a Notice of Allowance under 37 CFR 1.311, and on or before 
payment of the issue fee, and within thirty days of receiving each item of information 
contained in the Information Disclosure Statement, and includes the Statement under 
37 CFR. 1.704(d) (see "Statement under 37 CFR 1.704(d)" below), and the fee of 
$1 80 as set forth in 37 CFR 1 . 1 7(p) (see "Fees" below). 

NOTE: This is for original applications except applications for a design patent, filed on or after 
May 29, 2000, wherein a paper containing only an Information Disclosure Statement in compliance 
with 37 CFR 1.97 and 1.98 is being filed. 



Copies of the References 

|~1 Copies of all of the references listed on the enclosed Form 1449 are enclosed 
herewith. 

^ Copies of U.S. patents and patent applications that are listed on the accompanying 
Form 1449 are not enclosed herewith. Copies of other references identified on the 
accompanying Form 1449 are enclosed herewith. 

1^ Attached to each reference not in the English language is a concise explanation of the 
relevance pursuant to 37 CFR 1.98(a)(3). An English-language equivalent/patent, or 
an English-language abstract, or 2m English-language version of the search report or 
action by a foreign patent office in a counterpart foreign application indicating the 
degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of the relevance pursuant to 37 CFR 1 .98(a)(3). 

1^1 A copy of the foreign search report is enclosed herewith. 

PI The references listed on the enclosed Form 1449 were previously identified in the 
parent application(s) of the present application, and copies of the references were 
furnished at that time. Accordingly, additional copies of the references are not 
submitted herewith, so as not to burden the file with duplicate copies of references. 
The Examiner is respectfully requested to carefully review the references in 
accordance with the requirements set out in the Manual of Patent Examining 
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Procedure. In accordance with 37 CFR 1 .98(d), the details of the parent application(s) 
relied upon for an earlier filing date under 35 USC 120 in which copies of the 
references were previously furnished are set out below: 



U.S. APPLICATIONS 


STATUS (check one) 


U.S. APPLICATIONS 


U.S. FILING DATE 


PATENTED 


PENDING 


ABANDONED 


1. 










2. 










3. 











Statement under 37 CFR 1.97(e) 

□ The undersigned hereby states that each item of information contained in the 
Information Disclosure Statement was first cited in any communication from a 
foreign patent office in a counterpart foreign patent application not more than three 
months prior to the filing of the Information Disclosure Statement. 

□ The undersigned hereby states that no item of information contained in the 
Information Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart foreign patent application, and, to the knowledge of the 
undersigned after making reasonable inquiry, no item of information contained in the 
Information Disclosure Statement was known to any individual designated in 

37 CFR 1.56(c) more than three months prior to the filing of the Information 
Disclosure Statement. 



Statement under 37 CFR 1.704(d) 

□ The undersigned hereby states that each item of information contained in the 

Information Disclosure Statement was cited in a communication from a foreign patent 
office in a counterpart application and that this communication was not received by 
any individual designated in 37 CFR 1.56(c) more than thirty days prior to the filing 
of the Information Disclosure Statement. 



Fees 

□ No fee is owed by the applicant(s). 

[X] Charge Deposit Account No. 12-1216 in the amount of $180.00 (37 CFR 1.1 7(p)). 
(A duplicate copy of this communication is enclosed for that purpose.) 

Authorization to Charge Additional Fees 

EX] If any additional fees are owed in connection with this communication, please charge 
Deposit Account No. 12-1216. (A duplicate copy of this communication is enclosed 
for that purpose.) 
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M. Daniel Hefner, Reg. N,6. 41,826 
LEYDIG, VOIT & MAYER, LTD. 
Two Prudential Plaza, Suite 4900 
180 North Stetson AveMe 
Chicago, Illinois 60601/6780 
(312) 616-5600 (telephone) 
(312) 616-5700 (facsimile) 

Date: July 7, 2005 



CERTIFICATE OF MAILING 



I hereby certify that this INFORMATION DISCLOSURE STATEMENT (along with 
any documents referred to as being attached or enclosed) is being deposited with the United 
States Postal Service on the date shown below with sufficient postage as first class mail in an 
envelope addressed to: Mail Stop Amendment, Commissioner for Patents, P.O. Box 1450, 
Alexandria, VA 22313-1450. 



Date: A^lj 1 £c?C? V 




IDS (Revised 10/21/04) 
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Application Number 


10/717,378 


ruing uaie 


NovemDer iy, zuuo 


First Named Inventor 


Rahman et al. 


Group Art Unit 


1654 


Examiner Name 


Russel, Jeffrey 


Attorney Docket Number 


224491 
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U.S. PATENT DOCUMENTS 


Examiner 
Initials 


Doc. 
No. 


U.S. Patent Document 


Name of Patentee or Applicant 


Date of 
Publication 


Filing Date If 
Appropriate 


Application or 
Patent Number 


Kind Code 




AF 


3,993.754 




Rahman et al. 


Nov. 23, 1976 






AG 


4,008,209 




Fujino et al. 


Feb. 15, 1977 






AH 


4,016,100 




Suzuki et al. 


Apr. 5, 1977 






Al 


4,115,544 




Shell 


Sep. 19, 1978 






AJ 


4,224,179 




Schneider 


Sep. 23, 1980 






AK 


4,229,360 




Schneider et al. 


Oct. 21, 1980 






AL 


4,235,871 




Papahadjopoulos et al. j 


Nov. 25, 1980 






AM 


4,263,428 




Apple et al. \ 


Apr. 21, 1981 






AN 


4,311,712 




Evans et al. 


Jan. 19, 1982 






AO 


4,348,384 




Horikoshi et al. 


Sep. 7, 1982 






AP 


4,370,349 




Evans et al. 


Jan. 25, 1983 






AQ 


4,396,630 




Riedl et al. 


Aug. 2, 1983 






AR 


4,411,894 




Schrank et al. 


Oct. 25, 1983 






AS 


4,419,348 ' 




Rahman et al. 


Dec. 6, 1983 






AT 


4,473,692 




Miyasaka et al. 


Sep. 25, 1984 






AU 


4,515,736 




Deamer 


May 7, 1985 






AV 


4,522,803 




Lenk et al. 


June 11, 1985 






AW 


4,545,880 




Miyasaka et al. 


Oct. 8, 1985 






AX 


4,610,868 




Fountain et al. 


Sep. 9, 1986 






AY 


4,721,612 




Janoff et al. 


Jan. 26, 1988 






A2 


4,812,312 




Lopez-Berestein et al. 


.Mar. 14, 1989 






BA 


4,857,319 




Crowe et al. 


Aug. 15, 1989 






BB 


4,952,408 




Rahman 


Aug. 28, 1990 






BC 


4,981,968 




Wall et al. 


Jan. 1, 1991 






BD 


5.023,087 




Yau-Young 


June 11, 1991 






BE 


5,077,057 




Szoka, Jr. 


Dec. 31, 1991 






BF 


5,112,837 


A 


Burrows et al. 


May 12, 1992 






BG 


5,145,684 


A 


Liversidge et al. 


Sep. 8, 1992 






BH 


5, 162,532 


A _j 


Comins et al. 


Nov. 10, 1992 






Bl 


5,187,167 


A 


Hughes 


Feb. 16, 1993 






BJ 


5,247,089 


A 


Comins et al. 


Sep. 21, 1993 






BK 


5,352,789 


A 


Hinz 


Oct. 4, 1994 






BL 


5,389,377 


A 


Chagnon et al. 


Feb. 14, 1995 






BM 


5,391.745 


A 


Danishefsky et al. 


Feb. 21, 1995 






BN 


5,415,867 


A 


Minchey et al. 


May 16, 1995 






BO 


5,422.344 


A 


Priel et al. 


June 6, 1995 






BP 


5,424,073 


A 


Rahman et al. 


June 13, 1995 






BQ 


5,447,936 


A 


Hausheer et al. 


Sep. 5, 1995 






BR 


5,468,859 


A 


Fortunak et al. 


Nov. 21, 1995 





Examiner Signature 



Date Considered 



* A concise statement of relevance is being submitted in lieu of a translation. 37 CFR 1.98(a)(3). 

+ An English-language equivalent/patent, or an English-language abstract, or an English-language version of the search report or action by a foreign 
patent office in a counterpart foreign application indicating the degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of relevance under 37 CFR 1 .98(a)(3). 
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BS 


5,475,108 


A 


Comins et al. 


Dec. 12, 1995 






BT 


5,496,830 


A 


Shapiro et al. 


Mar. 5, 1996 






BU 


5,504,102 


A 


Agharkar et al. 


Apr. 2, 1996 






BV 


5,527,913 


A 


Hinz 


" June 18, 1996 






BW 


5,541,327 


A 


Danishefsky et al. 


July 30, 1996 






BX 


5,552,154 


A 


Giovanella et al. 


Sep. 3, 1996 






BY 


5,552,156 


A 


Burke 


Sep. 3, 1996 






BZ 


5,560,923 


A 


Rahman et al. 


Oct. 1, 1996 






CA 


5,608,066 


A 


Hinz 


Mar. 4, 1997 






CB 


5,616,334 


A 


Janoff et al. 


Apr. 1, 1997 






CC 


5,622,959 


A 


Priel et al. 


Apr. 22, 1997 






CD 


5,648,090 


A 


Rahman et al. 


•July 15, 1997 






CE 


5,651,986 


A 


Brem et al. 


July 29, 1997 






CF 


5,652,244 


A 


Giovanella et al. 


Jul.- 29, 1997 






CG 


5,665,710 


A 


Rahman et al. 


Sep. 9, 1997 






CH 


5,674,873 


A 


Hausheer et al. 


Oct. 7, 1997 






CI 


5,674,874 


A 


Hausheer et al. 


Oct. 7, 1997 






CJ 


5,726,181 


A 


Hausheer et al. 


Mar. 10, 1998 






CK 


5,736,156 


A 


Burke 


Apr. 7, 1998 






CL 


5,759,767 


A 


Lakowicz et al. 


June 2, 1998 






CM 


5,776,486 


A 


Castor et al. 


. July 7, 1998 






CN 


5,776,743 


A 


Frisch 


July 7, 1998 






CO 


5,786,344 


A 


Ratain et al. 


July 28, 1998 






CP 


5,837,282 


A 


Fenske et al. 


Nov. 17, 1998 






CQ 


5,837,673 


A 


Tsujihara et al. 


Nov. 17, 1998 






CR 


5,846,565 


A 


Brem et al. 


Dec. 8, 1998 






CS 


5,859,022 


A 


Hausheer et al. 


Jan. 12, 1999 






CT 


5,859,023 


A 


Hausheer et al. 


Jan. 12, 1999 






CU 


5,880,133 


A 


Hausheer et al. 


Mar. 9, 1999 






CV 


5,882,679 


A 


Needham 


Mar. 16, 1999 






CW 


5,889,017 


A 


Giovanella et al. 


Mar. 30, 1999 






CX I 


5,900,419 


A 


Hausheer et al. 


May 4, 1999 






CY 


5,916,596 


A 


Desai et al. 


June 29, 1999 






CZ 


5,948,750 


A 


Garsky et al. 


Sep. 7, 1999 






DA ! 


5,955,467 


A 


Hausheer et al. 


Sep. 21, 1999 






DB 


5,958,937 


A 


Hausheer et al. 


Sep. 28, 1999 






DC 


5,962,216 


A 


Trouet et al. 


Oct. 5, 1999 






DD 


5,972,955 


A 


Duvvuri et al. 


Oct. 26, 1999 






DE 


5,985,888 


A 


Wall et al. 


Nov. 16, 1999 






DF 


5,998,426 


A 


Bedeschi et al. 


Dec. 7, 1999 






DG i 


6,015,901 


A 


Kawaguchi et al. 


Jan. 18, 2000 






DH 


6,046,159 


A 


Hausheer et al. 


Apr. 4, 2000 





Examiner Signature 



Date Considered 



* A concise statement of relevance is being submitted in lieu of a translation. 37 CFR 1 .98(a)(3). 

+ An English-language equivalent/patent, or an English-language abstract, or an English-language version of the search report or action by a foreign 
patent office in a counterpart foreign application indicating the degree of relevance found by the foreign office is being submitted in lieu of a concise 
explanation of relevance under 37 CFR 1 .98(a)(3). 



Please type a plus sign (+) inside this box — ^ 



Substitute for form 1449A/B/PTO 

INFORMATION UlouLUoUKb 
STATEMENT BY APPLICANT 

(Use as many sheets as necessary) 


Complete if Known 


Application Number 


10/717,378. * 




nUVCIMUCI 1 57, &UUJ 


First Named Inventor 


Rahman et al. 


Group Art Unit 


1654 


Examiner Name 


Russel, Jeffrey 


Attorney Docket Number 


224491 


j Sheet 3 j of | 6 









Dl 


6,056,973 


A 


Allen et al. 


May 2, 2000 






DJ 


6,057,361 


A 


Hausheer et al. 


May 2, 2000 






DK 


6,066,645 


A 


Hausheer et al. 


May 23, 2000 






DL 


6,069,134 


A 


Roth et al. 


May 30, 2000 






DM 


6,090,407 


A 


Knight et al. 


July 18, 2000 






DN 


6,096,336 


A 


Cao et al. 


Aug. 1, 2000 






DO 


6,146,659 


A 


Rahman 


. Nov. 14, 2000 






DP 


6,291,676 


B1 


Burke et al. 


Sep. 18, 2001 






DQ 


6,355,268 


B1 


Slater at al. 


Mar. 12, 2002 






DR 


6,461,637 


B1 


Rahman 


Oct. 8, 2002 






DS 


6,548,071 


B1 


Cherian 


Apr. 15, 2003 






DT 


6,740,335 


B1 


Moynihan et al. 


May 25, 2004 






DU 


2002/0103141 


A1 


McKearn et al. 


Aug. 1, 2002 






DV 


2001/0119990 


A1 


Madden et al. 


Aug. 28, 2002 






DW 


2003/0059465 


A1 


linger et al. 


Mar. 27, 2003 






DX 


2003/0215492 


A1 


Ahmad et al. 


Nov. 20, 2003 






| DY 


2004/0009229 


A1 


Unger et al. 


Jan. 15, 2004 






| DZ 


11/061,044 




Ahmad et al. 




Feb. 18, 2005 




EA 


60/247,306 




Rahman et al. 




Nov. 9, 2000 




EB 


60/294,285 




Rahman et al. 




May 29, 2001 




EC 


60/404,668 




Rahman et al. 




Aug. 20, 2002 
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Office 
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ED 


WO 


83/03383 


A1 | 


The Liposome Co., Inc. 


Oct. 13, 1983 








EE 


WO 


■ 86/01103 


A1 i 


The Liposome Co., Inc. 


Feb. 27, 1986 








EF 


WO 


93/18751 


A1 


Georgetown University 


Sep. 30, 1993 








EG 


WO 


95/08386 


A1 


Smithkline Beecham Corp. 


April 6, 1995 








EH 


WO 


96/1 1669 


A1 


Pharmacia, Inc. 


April 25, 1996 








El 


WO 


98/17256 


A1 


Kirpotin 


April 30, 1998 








EJ 


WO 


99/13816 


A2 


Nexstar Pharmaceuticals, Inc. 


March 25, 1999 








EK 


WO 


99/51202 


A2 


Sequus Pharmaceuticals, Inc. 


Oct. 14, 1999 








EL 


WO 


00/23052 


A1 


ALZA Corp. 


April 27, 2000 








EM 


WO 


02/00168 


A2 


Supergen, Inc. 


Jan. 3, 2002 








EN 


WO 


02/058622 


A2 


Neopharm, Inc. 


Aug. 1 , 2003 








EO 


WO 


03/030864 


A1 


Neopharm, Inc. 


Apr. 17, 2003 








EP 


WO 


03/103596 


A2 


Imarx Therapeutics, Inc. 


Dec. 18, 2003 








EQ 


WO 


04/017940 


A3 


Neopharm, Inc. 


Mar. 4, 2004 








ER 


wo 


04/035032 


A2 


Neopharm, Inc. 


April 29, 2004 
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ES 


AKHTAR et al., Journal of Controlled Release, 22: 47-56 (1992) 








ET 


ALLEN et al Biochlmica et Bioohvsica Acta 981 (1)' 27-35 (Mav 19 1989) 








E U 


ALLEN et al Cancer Research 52' 2431-2439 (Mav 1 1992) 








E V 


BLUME et al Biochlmica et Bioohvsica Acta 1029(1)' 91-97 (Nov 2 1990) 








EW 


BURKE et al Journal of the American Chemical Societv 114(21)' 8318-8319 (Oc\ 
7,1992) 








EX 


BURKE et al., Biochemistry, 32(20): 5352-5364 (May 25, 1993) 








E Y 


BURRIS et al., Journal of the National Cancer Institute, 84(23), No. 23: 1816-1820 
(Dec. 2, 1992) 








EZ 


CAVALETTI et al., Toxicology Letters, 1 18: 103-107 (2000) 








FA 


Cecil Textbook of Medicine, 15 tn Edition, Vol. 1: 396-399, 475-479 and 817-821 (1997) 








F B 


CHAKRABARTI et al Biochimica et Bioohvsica Acta 1108(2)' 233-239 M992) 








FC 


CLEMENTS et al Cancer Chemother Pharmacol 44' 411-416 M999) 








FD 


CROMMELIN et al Pharmaceutical Research 4' 159-163 (Julv 1984) 








FE 


CROWE et al., Archives of Biochemistry And Biophysics, 220(2): 477-484 (Feb. 1983) 








F F 


HROWF al Amhive*^ nf R'mrh&mi<ztr\/ And Rinnh\/<zir<z 0^0fi\ - AC\f\ A(Y7 ( lul 1Qft^\ 
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1983) 








F L 


DRUCKMANN et al., Biochimica et Biophysica Acta, 980(2): 381-384 (1989) 








FM 


EMERSON et al., Cancer Research, 55: 603-609 (1995) 








FN 
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